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DETAILED ACTION 

RE: Hung et al. 

1 . Applicant's response filed on 12/7/2006 is acknowledged. Claims 1-3, 5-7, 9, 
and 13-15 are pending. Claim 4, 8, 10-12 and 16-70 are cancelled. Claims 1 and 9 are 
amended. 

2. Claims 1-3, 5-7, 9 and 13-15 are under examination. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Due to species election, claims are examined to the extent that the estrogen 
activity modulator is an estrogen antagonist. 

5. The effective filing date for the claims 1-3, 5-7, 9 and 13-15 is 5/17/1999 (see 
previous office action mailed on 9/6/06). 

Objections Withdrawn 

6. The objection to the first line of the specification for failing to reference to the 
earlier filed application is withdrawn in view of the ADS filed on 6/30/03, which 
references to both prior filed applications i.e. 09/313,463, and 60/117,281. 

Applicants amended the first line of specification in the response to reference to 
the application no. 09/313,463, now US patent 6,638,727. To be consistent with the 
ADS, applicants are suggested to amend the first line of the specification to include the 
provisional application 60/117,281. 
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7. The objection to the disclosure because it contains an embedded hyperlink 
and/or other form of browser-executable code is withdrawn in view of applicants' 
amendment to the specification. 

8. The objection to claim 9 because it depends in part on a non-elected claim, i.e. 
claim 8 is withdrawn in view of applicants 1 amendment to the claim. 

9. The objection to claim 4 as being of improper dependent form for failing to further 
limit the subject matter of a previous claim is withdrawn in view of applicants' 
cancellation of the claim. 

1 0. The objection to claim 9 as being of improper dependent form for failing to further 
limit the subject matter of a previous claim is withdrawn in view of applicants' persuasive 
arguments. 

Rejections Withdrawn 

1 1 . The rejection of claim 1 because the last part of the claim does not correlate 
completely with the preamble is withdrawn in view of applicants' amendment to the 
claim. 
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12. The rejection of claim 5 under 35 U.S.C. 1 12, second paragraph because it is 
unclear whether the sample is obtained from the same patient or from any patient or 
subject is withdrawn in view of applicants' persuasive arguments. 

Response to Arguments 

1 3. The rejection of claims 1 -3, 9 and 1 3-1 5 under 35 U.S.C. 1 02(b) as being 
anticipated by Fabian et al. (J. Cell Biochem., 1993, 17G: 153-160, IDS) is maintained. 

The response states that Fabian et al. does not teach or suggest a method of 
obtaining ductal fluid from a patient and Fabian et al. teaches a method of obtaining 
ductal cells by use of fine needle aspiration. The response states that fine needle 
aspiration is an invasive technique by which a needle is inserted through a patient's 
breast and, in the present case, into the tissue behind the nipple in an attempt to 
sample terminal ducts (page 2; left column; third paragraph) and no ductal fluid was 
sampled by the method of Fabian et al. 

Applicants' arguments have been carefully considered but are not found 
persuasive. First of all, the instant claims do not limit the method of obtaining a ductal 
fluid to a non-invasive method. Fabian et al. teach that the needle was placed almost 
perpendicular to the chest wall and tissue behind nipple was probed deeply in an 
attempt to sample the terminal ducts (see page 154, 1 st paragraph under METHODS). 
Fabian et al. teach that the ductal epithelial cells are examined cytologically and cancer 
markers including the estrogen receptor are determined (see page 154, right column). 
Because the ductal epithelial cells were successfully collected by the needle aspiration, 
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it indicates that the needle was inserted into the terminal ducts, as such the sample 
collected by the needle aspiration would include ductal fluid (secretions) and ductal 
epithelial cells. Moreover, applicants have not provided any evidence to show that a 
needle aspiration would not collect ductal fluid when the needle is in the duct. Because 
of these reasons, the rejection is deemed proper and therefore is maintained. 

14. The rejection of claims 1-3, 5, 6, 8 and 13-15 under 35 U.S.C. 102(b) as being 
anticipated by Sauter et at. (British J. Cancer, 1997, 76(4): 494-501, IDS) is maintained. 

The response states that Sauter et al. do not teach the limitation cited in the 
wherein clause and wherein clause was indeed a limitation of the claim (see In Griffin v. 
Bertina (285 F.3d 1029, 62 USPQ2d 1431 (Fed. Cir. 2002)), and should be given 
patentable weight. 

Applicant's arguments have been carefully considered but are not found 
persuasive. The instant claims are directed to a method for identifying asymptomatic 
patients who have a likelihood of benefiting from the administration of an estrogen 
activity modulator for risk reduction or therapeutic treatment of breast cancer comprising 
determining the presence of precancerous or cancerous ductal epithelial cells. Sauter 
et al. teach a non-invasive method for early detection of breast cancer comprising 
collecting nipple aspirate fluid from a patient, cytologically analyzing the fluid (e.g. 
computerized image analysis of nipple aspirate fluid epithelial cells), and evaluating the 
promising cancer markers, wherein said patients were categorized by their risk for 
breast cancer as having no risk factors, a first degree relative with breast cancer, a 
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history of curative treatment for ductal carcinoma in situ (DCIS), or invasive breast 
cancer, precancerous mastopathy (atypical hyperplasia (AH) or lobular carcinoma in 
situ (LCIS) or recently diagnosed invasive cancer of the breast (see abstract and page 
495, left column, 2 nd paragraph). Sauter et al. teach that the nipple aspirate fluid 
cytology correlated with increased breast cancer risk (P=0.002) (see abstract). 
Moreover, the whole purpose of the early detection of breast cancer is for early 
treatment of the breast cancer, which has been appreciated by Sauter et al. (see page 
494, left column, 2 nd paragraph, lines 1-2). The breast cancer would likely to benefit 
from administration of an estrogen activity modulator. Therefore, the teachings of 
Sauter et al. anticipate the instant claims. 

The determination of whether each of these clauses is a limitation in a claim 
depends on the specific facts of the case. In Hoffer v. Microsoft Corp., 405 F.3d 1326, 
1329,74 USPQ2d 1481, 1483 (Fed. Cir. 2005), the court held that when a "whereby' 
clause states a condition that is material to patentability, it cannot be ignored in order to 
change the substance of the invention." Id. However, the court noted (quoting Minton v. 
Nat 'I Ass 'n of Securities Dealers, Inc., 336 F.3d 1373, 1381, 67 USPQ2d 1614, 1620 
(Fed. Cir. 2003)) that a "whereby clause in a method claim is not given weight when it 
simply expresses the intended result of a process step positively recited.'" Id.< (see 
MPEP2111.04[R-3]). 

MPEP 7.37.10 states "A preamble is generally not accorded any patentable 
weight where it merely recites the purpose of a process or the intended use of a 
structure, and where the body of the claim does not depend on the preamble for 
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completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 
187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951)". 

15. The rejection of claims 1-3, 6-7 and 13-15 under 35 U.S.C. 102(b) as being 
anticipated by JAMA (JAMA, 1973, 224 (6): 823-827) is maintained. 

Applicants presented same arguments as set forth above (see paragraph 14). 
The response states that since JAMA fails to teach the limitation recited in the wherein 
clause, it cannot anticipate the instant claims. 

Applicants' arguments have been carefully considered but are not found 
persuasive for the same reasons set forth above (see paragraph 14). The JAMA 
reference discloses using the claimed method, Dr. Sartorious has found eight 
carcinomas, which are all found in the breast of a patient who had appeared 
asymptomatic and had been missed by mammography (see page 826, right column, 5 th 
paragraph). The purpose of the early detection of breast cancer is for early treatment of 
the breast cancer. The breast cancer would likely to benefit from administration of an 
estrogen activity modulator. Therefore, the teachings of JAMA reference anticipate the 
instant claims. 

The determination of whether each of these clauses is a limitation in a claim 
depends on the specific facts of the case. In Hoffer v. Microsoft Corp., 405 F.3d 1326, 
1329,74 USPQ2d 1481 , 1483 (Fed. Cir. 2005), the court held that when a "whereby' 
clause states a condition that is material to patentability, it cannot be ignored in order to 
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change the substance of the invention." Id. However, the court noted (quoting Minton v. 
Nat 'I Ass 'n of Securities Dealers, Inc., 336 F.3d 1373, 1381, 67 USPQ2d 1614, 1620 
(Fed.Cir. 2003)) that a "whereby clause in a method claim is not given weight when it 
simply expresses the intended result of a process step positively recited.'" Id.< (see 
MPEP2111.04[R-3]). 

MPEP 7.37.10 states "A preamble is generally not accorded any patentable 
weight where it merely recites the purpose of a process or the intended use of a 
structure, and where the body of the claim does not depend on the preamble for 
completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 
187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951)". 

1 6. The rejection of claims 1 -3, 5-7 and 1 5 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 9, 13, 15 and 
19-21 of U.S. Patent No. 6,610,484B1 is maintained. 

The response states that application 10608,225 and US 6,610,484 were at the 
time the instant invention was made owned by Cytyc Corporation. 

Applicants' arguments have been carefully considered but are not found 
persuasive. The fact that the instant application and US 6.610.484B1 were at the time 
the instant invention was made owned by the same company can not overcome the 
rejection. Filing a terminal disclaimer would overcome the rejection. 
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17. The rejection of claims 1, 6, 7, and 15 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 2, 1 1, 13 and 
22 of U.S. Patent No. 6,642,009B2 is maintained. 

The response states that application 10608,225 and US 6,642,009B2 were at the 
time the instant invention was made owned by Cytyc Corporation. 

Applicants' arguments have been carefully considered but are not found 
persuasive. The fact that the instant application and US 6,642,009B2 were owned by 
the same company at the time the instant invention was made cannot overcome the 
rejection. Filing a terminal disclaimer would overcome the rejection. 

Conclusion 

18. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hong Sang whose telephone number is (571) 272 8145. 
The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms can be reached on (571) 272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Hong Sang, Ph.D. 
Art Unit 1643 
Jan. 19, 2007 
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